HEPHIIKCITY KBA
HEPKABHA CHAYXEBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMY vy m. KHEBI

By, bepesnakincebka, 29, Kuis, 02098, tea./daxc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dis. kyiv@dis.gov.ua,htips://www.dls.gov.ua, Koa €APTIOY 37079055

BHCHOBOK
Npo AKICTL BBE3CHOID B Y KpAaiHy Jikapcbkoro 3acoby

17.12.2020 Ne 70375/20/26

AJIbPA HOPMIKC

{HaliMetyBanHs NKapes&oro 3acoly 3rigno 3 peecTpalifitey nocsinyennm)
TafJeTKH, BKPHETI I1iBKoB0X0 00ononko1o, no 280 mr; no 12 Tabnerok y daicrepi;
no 1 6aicrepy B xapronniil kopodui

(dopma BUIIYCKY, HO3YBAHHS, BHA NARYBaHHA Aikapcsioro 3acoly}
Homep peectpaugiiinoro nocsizuenns UA/9360/01/01 crpox aif peecrpauifivoro nocsinuenns (11.01.2099
Cepis sikapcskoro 3acofy No 22851 Kinbkicts sBeseHaro nikapebkoro sacoby 64512

BupolGHux Anptacirma C.nLA,, ITanis

(nalivenyBanng 85poBHIKA AiKApesKOTO 3acedy, kpalha NOXOIKEHHS)

Baeseno 8 Yxpainy Topapucrso 3 obmexenoo siznosinansuictio "COHA-
DAPMEKCIM", inen, xon: 40130755

{nafimenysanna Ta koa 3a €IPTIOY wpuanynsol ocodu ado npissauie, iv's, no Garsroni qismino]
0COBH « MiMAPKEMIL, 1T MICUS NPOMHBAHHS Ta peecTpaulilinni HoMED 0ONIKOBOT KAPTRH IRATHUKY
noazargis afo cepis Ta HoMep NACROPTA)

fipoTokon Bisyanbuoro kontposme sin 17.12.2020 N 4026/2.

3a  pesyisTATAMM ACPHKABHOIC KOHTPONO BCTAHOBAEHO, WO  JiKapCbKuil aacid BBeseHo B Yrpaluy 3

AOTPHMAHHAM sHMOR3aKOHOABCTER 100 3abe3neyenus AxOCTE AiKapebkux 3acobis.
TR TA e~

Muxona XOJIOAEHKO

(oiamue) (ixiiany 7a npizeue)




AJIBPACIT'MA

HalimeHyBaHHA NPOAYKILIT:

Koa mpoaykuii:

Pasmip cepi:

Cepis:

Jlata BupoGHuUIITRA:
Tepmin npuaatHocTi:
Cuna gii/akTusHicTs ADI:
Jlikaperpka dopma:

PosMip Ta Tun nakysanus:

AHanis:
Ceprudixar ananisy Ne:

Hepxara-sBupoOHuK:

CEPTHU®IKAT CEPII

AJIB®A HOPMIKC, TabaeTkn, BRPHTI MIiBKOBOIO
oGononkoio, no 200 mr — Ykpaina

01664429

95884 ynakosok

22851

07/2020

07/2023

Pudaxcumin 200 mr

Tab/JeTKH, BKPHTI ILTIIBROBOIO 000JI0HKOI0

Ne 12 raGaerok, BKPHTHX IUIIBKOBOK 00010HKOW,
1 éaicrep B kKapToOHHIH Kopobui

28/09/2020

202007766

ITAIA

Homep peectpauiitnoro noceinuenHs: UA/9360/01/01

HaiiMeHnyBaHHs, MICLUEC3HAXOPKEHHSI Ta HOMEp JiueH31T TUTBHULI 3 BUPOOHULTEA:

AJIB®ACITMA C.n.A., Bia Enpiko ®@epmi 1, 65020 Ananno (Ileckapa) Itanis, aM 10/2020

Linm s 3acBiauylo, wo HaseaeHa puuie indopmauis € J0cToBipHOK Ta TouHOW. Lo cepito npoaykuii
Oy0 BupobuieHo (BKIFOYAIOUH MTAKYBAHHA/MAPKYBaHHS ) T POBEACHO KOHTPOTh iT AKOCTI Ha
BUllle3a3HAYCHIH NiMbHUII ¥ MOBHIM BiAMoBigHOCTI 3 Bumoramu GMP, BcTaHOBAEHUMM MICLIEBUM
PETYIATOPHMM OPraHoM, a TAKOK BIAMOBIIHO 10 cneuMikallii, o MiCTAThCS Y peecTpauiiinoMy
J0cke ad0 TOProBil NileH3iT KpaTHU-BUpOOHKKa abo KpaTHH-IMIopTepa, K0 TPOAYKLIIO
IMIIOpPTOBaHO, 200 y gocke crieupudikaiiii Ha npenapat Aas A0CAIDKYBAHOTO TiKapehKoro 3acoy.
[TpoTtokonu BUpOOHMIITEA, NAKYBAaHHA Ta aHali3iB Oy/0 NeperasiHyTo Ta BCTAHOBJICHO BIAMNOBIAHICTS

GMP.

YTNOBHOBAXKEHA OC

Dr. Bruno De Gr
(niomic)

g/a Ch a2vdl
/8 082/ 774

nata: 06,10.2020




AJIB®ACIT'TMA

Kontpons sxocti — Ceprudikat aHanizy Ne 202007766

[TpoayxT Cepis AHani3 Hata Tepmin
BHpOOHUUTBA MPMOATHOCTI
AJIB®A HOPMIKC, 22851 28/09/2020 07/2020 07/2023
Tabaerkn no 200 mr
Amnaniz Mesxi Onnunn Pesynsrar
Husxcna Bepxus BUMIpIoBa
HHSI
30BHILHIA BUIIIAL Poxesi, kpyrai,  nBoonykni
TAabNETKH, BKPWUTI TITIBKOBOIO BiZITIOBITaE
00010HKOIO
[nenTndikauis pudakcuMiny [ToruHAa BiIMOBI KATH . .
(me)d pud — BUITIORINAE
Inentudixkauis pudakcuminy ( YP) | [loBunHa BIANIOBILATH BIAMORBITAE
CTaHIApTY
KinbkicHe BU3HAYCHHS: 190.0 210.0 Mr/Tad
. 206.,8
prakcuMin
Bizomi noMitoxu:
pudaminmn B 0.1 % 0.00
pudamitH SV 0.1 % 0.01
pucakcnmin Y 0.5 % 0.37
prpaminnn O 0.1 % 0.00
pudaminmn S 0.1 % 0.00(< LODY)
oKucTneHuH pudakcumin 0.1 % 0.01
2-aMiHO-4-MeTUNTIPHUANH 0.1 % 0.00(< LOD)
OkpeMi He BiTOMi TOMIUITKH 0.10 % 0.08
Cywma noMiimox 1.0 % 0.79
Posuunenus (ve menue 70 % (Q) 70 % 79
byepes | roguny)
OnHOpigHICTh 1030BAHUX OJIMHHULIB [ToerHHA BiNOBIAATH ; ;
BIATIOBi1a€
Cpp.Dapm.
Cepenns maca 339.5 373.1 Mr 364.9
ImenTHdikamis 3amiza oKCHIy [ToBHHHA BIANIOBLIATH y .
BiAMOBIgae
YEPBOHOIO
Bojaa 5 % 4.3
PoznagaHHs 30 XB: 2
MikpobionorivHa guctoTa
-3arajbLHa KiILKICTL aepolHuX 1000 KVYO/r <10
Mikpoopranismis (TAMC)
- 3arafibHa KinbKicTh rpubiB Ta 100 KYO/r <10
APIHCIKIB
- E. coli Biacyrnicte B 11
[IpumiTka: TNonoea Bigainy KoHTpOIIO

Jo3BoneHo

Dr. C.

Trezza

(mignue) 28.09.20
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